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DETAILED ACTION 

Applicant's amendments filed April 21, 2004 have been entered. Claims 25, 29- 
42, 44-49, and 51-61 are cancelled. Claims 13-15 and 19 are withdrawn from 
consideration as they are drawn to non-elected specie. 

The outstanding rejections under 35 USC 112, first paragraph are withdrawn in 
view of the amendments and remarks filed April 21 , 2004. 

The outstanding rejection under 35 USC 103 is withdrawn in view of the 
cancellation of claims 29-42. A new ground of rejection is set forth below. 

Claims 1-12,16-18, 20-24, 26-28, 43, and 50 are examined on the merit herein. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-12,16-18, 20-24, 26-28, 43, and 50 are provisionally rejected under the 
judicially created doctrine of obviousness-type double patenting as being unpatentable 
over claims 1 , 31-37, 46, 49, and 54 of copending Application No. 09/919,472. '472 
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teaches a method of enhancing female sexual desire by administering an androgenic 
agent combining with a secondary agents such as the one herein claimed. 

'472 does not expressly teach the regimen of how and when to administer the 
androgenic compounds and the secondary active to enhance female sexual desires. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to employ the herein claimed regimen of androgenic compounds 
and the secondary active to enhance female sexual desires. 

One of ordinary skill in the art would have been motivated to employ the herein 
claimed regimen of androgenic compounds and the secondary active to enhance 
female sexual desires. The optimization of the result effect parameters (dosage range, 
dosing regimens) is obvious as being within the skill of the artisan. 

This is a provisional obviousness-type double patenting rejection. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-12,16-18, 20-24, 26-28, 43, and 50 are rejected under 35 U.S.C. 112, 
first paragraph, because the specification, while being enabling for serotonin 
antagonists disclosed in page 16, lines 3-8 of the instant specification, does not 
reasonably provide enablement for other serotonin antagonists. The specification does 



Application/Control Number: 09/919,471 Page 4 

Art Unit: 1617 

not enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to use the invention commensurate in scope with these claims. In the 
instant case, the specification fails to provide information that would allow the skilled 
artisan to practice the instant invention without undue experimentation. Attention is 
directed to In re Wands, 8 USPQ2d 1400 (CAFC 1988) at 1404 where the court set 
forth the eight factors to consider when assessing if a disclosure would have required 
undue experimentation. Citing Ex parte Forman, 230 USPQ 546 (BdApIs 1986) at 547 
the court recited eight factors: 

1 ) the quantity of experimentation necessary, 

2) the amount of direction or guidance provided, 

3) the presence of absence of working examples, 

4) the nature of the invention, 

5) the state of the prior art, 

6) the relative skill of those in the art 

7) the predictability of the art, and 

8) the breadth of the claims. 

Applicant fails to set forth the criteria that define a suitable "serotonin 
antagonists" for use in the instant method. Additionally, Applicant fails to provide 
information allowing the skilled artisan to ascertain these compounds without undue 
experimentation. For example, it is not clear what the degree of serotonin antagonism 
that a compound possesses would be useful for the instant method. There is no 
structural or chemical/physical criteria disclosed. In the instant case, only a limited 
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number of "serotonin antagonists" examples are set forth, thereby failing to provide 
sufficient working examples. It is noted that these examples are neither exhaustive, nor 
define the class of compounds required. The physiological function and properties of 
serotonin antagonists are often different depending on the different subtypes of 
serotonin the agent interacts and thus, the use of any compounds that antagonizes at 
serotonin receptor for treating female sexual dysfunction is unpredictable. Such use 
would require each embodiment to be individually assessed for physiological activity. 
The instant claims are so broad that they read on all "serotonin antagonist(s)", 
necessitating an exhaustive search for the embodiments suitable to practice the claimed 
invention. Applicants fail to provide information sufficient to practice the claimed 
invention, absent undue experimentation. 

Claims 1-12,16-18, 20-24, 26-28, 43, and 50 are rejected under 35 U.S.C. 1 12, 
first paragraph, because the specification, while being enabling for potassium channel 
openers disclosed in instant specification, page 16, lines 18-21, does not reasonably 
provide enablement for other suitable potassium channel openers. The specification 
does not enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to use the invention commensurate in scope with these claims. IN the 
instant case, the specification fails to provide information that would allow the skilled 
artisan to practice the instant invention without undue experimentation. Attention is 
directed to In re Wands, 8 USPQ2d 1400 (CAFC 1988) at 1404 where the court set 
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forth the eight factors to consider when assessing if a disclosure would have required 
undue experimentation (See above for the eight factors). 

Applicant fails to set forth the criteria that define a suitable "potassium channel 
openers" for use in the instant method. Additionally, Applicant fails to provide 
information allowing the skilled artisan to ascertain these compounds without undue 
experimentation. For example, it is not clear what the degree of affinity to potassium 
channel that a potassium channel openers would be useful for the instant method. 
There is no structural or chemical/physical criteria disclosed. In the instant case, only a 
limited number of "potassium channel openers" examples are set forth, thereby failing to 
provide sufficient working examples. It is noted that these examples are neither 
exhaustive, nor define the class of compounds required. The physiological function and 
properties of potassium channel and its different receptor subtype are not even fully 
understood and thus, the use of any compounds that is potassium channel opener for 
treating female sexual dysfunction is unpredictable. Such use would require each 
embodiment to be individually assessed for physiological activity. The instant claims 
are so broad that they read on all "potassium channel opener(s)", necessitating an 
exhaustive search for the embodiments suitable to practice the claimed invention. 
Applicants fail to provide information sufficient to practice the claimed invention, absent 
undue experimentation. 

Claims 1-12,16-18, 20-24, 26-28, 43, and 50 are rejected under 35 U.S.C. 112, 
first paragraph, because the specification, while being enabling for potassium channel 
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openers disclosed in instant specification, page 16, lines 22-28, does not reasonably 
provide enablement for other suitable potassium channel openers. The specification 
does not enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to use the invention commensurate in scope with these claims. IN the 
instant case, the specification fails to provide information that would allow the skilled 
artisan to practice the instant invention without undue experimentation. Attention is 
directed to In re Wands, 8 USPQ2d 1400 (CAFC 1988) at 1404 where the court set 
forth the eight factors to consider when assessing if a disclosure would have required 
undue experimentation (See above for the eight factors). 

Applicant fails to set forth the criteria that define a suitable "potassium channel 
blockers" for use in the instant method. Additionally, Applicant fails to provide 
information allowing the skilled artisan to ascertain these compounds without undue 
experimentation. For example, it is not clear what the degree of affinity to potassium 
channel that a potassium channel blockers would be useful for the instant method. 
There is no structural or chemical/physical criteria disclosed. In the instant case, only a 
limited number of "potassium channel blockers" examples are set forth, thereby failing 
to provide sufficient working examples. It is noted that these examples are neither 
exhaustive, nor define the class of compounds required. The physiological function and 
properties of potassium channel and its different receptor subtype are not even fully 
understood and thus, the use of any compounds that is potassium channel blocker for 
treating female sexual dysfunction is unpredictable. Such use would require each 
embodiment to be individually assessed for physiological activity. The instant claims 
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are so broad that they read on ajl "potassium channel blockers)", necessitating an 
exhaustive search for the embodiments suitable to practice the claimed invention. 
Applicants fail to provide information sufficient to practice the claimed invention, absent 
undue experimentation. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-12,16-18, 20-24, 26-28, 43, and 50 are rejected under 35 U.S.C. 1 12, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

The expressions "phenoxyphenylacetic acids and derivatives thereof and 
tryptophan and derivatives thereof [emphasis added] recited in claim 1 render the claim 
indefinite as to what compounds are encompassed thereby. The instant specification 
does not disclose what compounds as the derivatives of the agents. In pages 18 and 
19 of the instant specification merely disclose the salt, ester, and amide of the herein 
claimed compounds. It is not clear to one of ordinary skill in the art what the metes and 
bounds of the claims would be. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
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the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-12,16-18, 20-24, 26-28, 43, and 50 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Adams (WO 99/66909) in view of Fuxe (US Patent 
3,917,841), Adams is reference of record. 

Adams teaches a method of treating female sexual dysfunction employing an 
androgenic agent such as dihydrotestosterone and its ester and apomorphine (See 
claims 1-3,11 -1 2). Adams also teaches that the androgenic agent may be 
administered orally (See page 21 , line 13-25). Adams also teaches that 
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dihydrotestosterone may be administered prior to or concomitantly with apomorphine 
(See claims 16-17). Adam also teaches that 480pg/kg dose of one of the androgenic 
agent, testosterone, 36 hours prior to the administration of apomorphine are effective to 
alleviate sexual dysfunction or normalize sexual dysfunction in postmenopausal and 
pre-menopausal women (See page 32, line 10-23). 

Adams does not expressly teach the androgenic agent is dihydrotestosterone 
propionate. Adams does not expressly teach the addition agent to be administered 
parenterally. Adams does not expressly teach the dosing regimen and dosage of the 
androgenic agent and the secondary active herein. 

Fuxe teaches a method of enhancing female libido by employing dopaminergic 
blockers such as spiroperidol (See claims 1-2). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to employ dihydrotestosterone propionate with a second active 
agent such as spiroperidol, in the dosage range and regimen herein, in the method of 
treating female sexual dysfunction. 

One of ordinary skill in the art would have been motivated to employ 
dihydrotestosterone propionate with a second active agent such as spiroperidol, in the 
dosage range and regimen herein, in the method of treating female sexual dysfunction 
because all of the dihydrootestosterone esters are known to be useful in treating female 
sexual dysfunction. Employing dihydrotestosterone propionate would have been 
reasonably expected to be similarly useful for treating female sexual dysfunction. 
Employing a second active agent such as spiroperidol into the method of treating 
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female sexual dysfunction would have been reasonably expected to be effective based 
on the teachings of the cited prior art. Combining two or more agents which are known 
to be useful to treat female sexual dysfunction individually into a single composition and 
method useful for the very same purpose is prima facie obvious (See In re Kerkhoven 
205 USPQ 1069). Furthermore, the optimization of result effect parameters (dosage 
range, dosing regimens) is obvious as being within the skill of the artisan. The skilled of 
artisan would possess all conventional administration method of the active compounds 
such as parenteral administration. The selection of one or another route of 
administration would be seen as a simple selection from among obvious alternatives. 

Response to Arguments 

Applicant's arguments with respect to claims 1-12,16-18, 20-24, 26-28, 43, and 
50 have been considered but are moot in view of the new ground(s) of rejection. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to San-ming Hui whose telephone number is (571) 272- 
0626. The examiner can normally be reached on Mon 9:00 to 1 :00, Tu - Fri from 9:00 to 
6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan, PhD., can be reached on (571) 272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




San-ming Hui 
Patent Examiner 
Art Unit 1617^ 



